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For: Inducing Cellular Immune Responses to HER2/neu Using Peptide and 
Nucleic Acid Compositions 

Inventors: FIKES et al 
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Transmitted herewith for appropriate action are the following documents: 

1. Fee Transmittal (PTO/SB/17); 

2. Second Supplemental Information Disclosure Statement; 

3. Second Supplemental Form PTO-1449, 3 pages, Usting 15 documents 
(AA2-AB2 and AS30-AT32); 

4. Third Supplemental Information Disclosure Statement; 

5. Third Supplemental Form PTO-1449, 26 pages, listing 96 documents 
(AC2-AI2, AL4-AP5, AR33-AS58); 

6. One (1) copy of each of the 15 cited documents (AA2-AB2 and AS30- 
AT32) on Second Supplemental Form PTO-1449; 

7. One (1) copy of each of the 96 cited documents (AC2-AI2, AL4-AP5, 
AR33-AS58) on Third Supplemental Form PTO-1449; 

8. PTO-2038 Credit Card Payment Form for: $180.00 to cover Information 
Disclosure Statement fee under 37 C.F.R. § 1.1 7(p); and 
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9. One (1) return postcard. 

It is respectfully requested that the attached postcard be stamped with the date of fiUng of 
these documents, and that it be retumed to our courier. In the event that extensions of time are 
necessary to prevent abandoimient of this patent appUcation, then such extensions of time are 
hereby petitioned. 

The U.S. Patent and Trademark Office is hereby authorized to charge any fee deficiency, 
or credit any overpayment, to our Deposit Account No. 19-0036. 



Respectfully submitted, 



Eric K.^teffe 
Attorney for AppHcants 
Registration No. 36,688 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re application of: 

Fikes et al. 

AppL No.: 09/458,299 

Filed: December 10, 1999 

For: Inducing Cellular Immune 

Responses to HER2/neu Using 
Peptide and Nucleic Acid 
Compositions 



Confirmation No.: 8698 

Art Unit: 1644 

Examiner: DiBrino, Marianne 

Atty. Docket: 2060.0140000/EKS/J-H 



Second Supplemental Information Disclosure Statement 
Under 37 C.F.R. § l,97(c) 

Commissioner for Patents 
PO Box 1450 

Alexandria, VA 22313-1450 
Sir: 

Listed on accompanying Form PTO-1449 are documents that may be considered 
material to the examination of this application, in compliance with the duty of disclosure 
requirements of 37 C.F.R. §§ 1.56, 1.97 and 1.98. The numbering on this Second 
Supplemental Information Disclosure Statement is a continuation of the nimibering in 
Applicants' First Supplemental Information Disclosure Statement filed on March 21, 
2003 in connection with the above-captioned application. A copy of each document is 
provided. 

In accordance with 37 C.F.R. § 1.98(a)(3), Applicants' undersigned representative 
submits the following discussion of the relevance of the non-English language document 
AL3 cited on Form PTO 1449: 

Document AL3, EP 0 226 513 Al, is in the French language. It is beUeved that 
AL3 discloses HIV peptide derivatives. An English language abstract of document AL3 
is attached as document AT32. 

The Examiner's attention is directed to the following applications: 
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co-pending U.S. Application No. 10/817,970, Grey et al, filed April 6, 
2004, now published as U.S. Patent Application Publication No. 2004/0121946 Al and 
submitted herewith as document AB2; 

co-pending U.S. Application No. 10/770,493, Grey et al, filed February 

4, 2004; and 

co-pending U.S. Apphcation No. 10/817,970, Grey et a/., filed April 6, 

2004; 

which are directed to related technical subject matter. Copies of co-pending U.S. 
Application Nos: 10/770,493 and 10/817,970 are not provided pursuant to the Waiver of 
Requirements in 37 C.F.R. § 1.98, Official Gazette, October 16, 2004. The identification 
of these U.S. Patent Applications is not to be construed as a waiver of secrecy as to this 
application now or upon issuance of the present application as a patent. The Examiner is 
respectfiiUy requested to consider the cited application and the art cited therein during 
examination. 

Applicants would also like to bring to the attention of the examiner that 
documents AB2, AL3, and AT32 are copies of documents submitted previously, but 
were not considered by the Examiner as indicated in the Office Action mailed Jxme 22, 
2004. Document AB2 is the corrected pubHcation of document AR30, co-pending U.S. 
Patent Application No. 10/149,138, Fikes et aL, filed June 10, 2002. Applicants note 
that the Examiner cited U.S. Patent Application Publication No. 2004/0018971 Al in the 
Office Action mailed June 22, 2004 which is also a published version of co-pending U.S. 
Patent Application No. 10/149,138. Document AL3, EP 0 226 513, is the resubmission 
of document AMI and document AS32, Dialog File 351, Accession No. 7180926, WPI 
English language abstract of EP 0 226 513, is the resubmission of document AS25. 

Where the publication date of a listed document does not provide a month of 
publication, the year of publication of the listed document is sufficiently earlier than the 
effective U.S. filing date and any foreign priority date so that the month of publication is 
not in issue. Applicants have listed publication dates on the attached PTO-1449 based on 
information presently available to the xmdersigned. However, the listed publication dates 
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should not be construed as an admission that the information was actually published on 
the date indicated. 

Applicants reserve the right to establish the patentability of the claimed invention 
over any of the information provided herewith, and/or to prove that this information may 
not be prior art, and/or to prove that this information may not be enabling for the 
teachings purportedly offered. 

This statement should not be construed as a representation that a search has been 
made, or that information more material to the examination of the present patent 
application does not exist. The Examiner is specifically requested not to rely solely on 
the material submitted herewith. 

This Information Disclosure Statement is being filed more than three months 
after the U.S. filing date and after the mailing date of the first Office Action on the 
merits, but before the mailing date of a Final Rejection, or Notice of Allowance, or an 
action that otherwise closes prosecution in the application. Attached is our PTO-2038 
Credit Card Payment Form in the amount of $180.00 in payment of the fee under 37 
C.F.R.§L17(p). 

It is respectfiiUy requested that the Examiner initial and return a copy of the 
enclosed PTO-1449, and indicate in the official file v^apper of this patent application 
that the documents have been considered. 
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The U.S. Patent and Trademark Office is hereby authorized to charge any fee 
deficiency, or credit any overpayment, to our Deposit Account No. 19-0036. 

Respectfully submitted, 

Sterne, Kessler, Goldstein & Fox p.l.l.c. 




Date: / j nh^^ 

1 100 New York Avenue, N.W. 
Washington, D.C. 20005-3934 
(202)371-2600 

3042662.1 



Eric K. 
Attorney for Applicants 
Registration No. 36,688 
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Atty. Docket No. 
2060.0140000/EKS/J-H 


Application No. 
09/458,299 


Applicant(S) 
Fikes et al. 


Statement 


Filing Date 
December 10, 1999 


Art Unit 
1644 


U.S. PATENT DOCUMENTS 


EXAMINER 
INITIAL 




DOCUMENT NUMBER 


DATE 


name 


CLASS 


SUB-CLASS 


FILING DATE 




AA2 


5,736,142 


04/07/1998 


Sette et al. 






09/14/1994 




AB2 


2004/0121946 Al 


06/24/2004 


Fikes et al. 






10/24/2002 




AC 
















AD 
















ae 
















AF 
















AG 
















AH 
















AI 
















AJ 
















AK 














FOREIGN PATENT DOCUMENTS 


examiner 

INITIAL 




DOCUMENT NUMBER 


DATE 


COUNTRY 


CLASS 


SUB-CLASS 


TRANSLATION 




AL3 


EP 0 226 513 Al'' 


06/24/1987 


Europe 






Yes 
X No 




AM3 


WO 99/45954 


09/16/1999 


WIPO 






Yes 
No 




AN3 


WO 01/41787 Ar 


06/14/2001 


WIPO 






Yes 
No 




A03 


WO 98/33888 ' 


08/06/1998 


WIPO 






Yes 
No 




AP3 


WO 96/18409 ^ 


06/20/1996 


WIPO 






Yes 
No 



OTHER (Inciuding Author, Title, Date, Pertinent Pages, etc.) 



AR 



AS 



30 



30 



Altman, J.D., et al., "Phenotypic Analysis of Antigen-Specific T Lymphocytes," Science 
274:94-96, American Association for the Advancement of Science (1996) 



AT 



30 



Fisk, B., et aL, "Identification of an Immunodominant Peptide of HER-2/neu Protooncogene 
Recognized by Ovarian Tumor-specific Cytotoxic T Lymphocyte Lines," J. Exp. Med. 
757:2109-21 17, The Rockefeller University Press (June 1995) 



EXAMINER 



DATE CONSIDERED 



EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw hne through citation if not in conformance and not 

considered. Include copy of this form with next communication to Apphcant. 
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ATTY. Docket No. 
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Application No. 
09/458,299 


Applicant(S) 
Fikes et al. 


Statement ^ 


Filing Date 
December 10, 1999 


Art Unit 
1644 



U.S, PATENT DOCUMENTS 


EXAMINER 




nOCI IMFNT NI JMBFR 


DATE 
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CLASS 


SUB-CLASS 


FILING DATE 




AA 
















AB 
















AC 
















AD 
















AE 
















AF 
















AG 
















AH 
















AI 
















AJ 
















AK 














FOREIGN PATENT DOCUMENTS 


EXAMINER 
INITIAL 




DOCUMENT NUMBER 


DATE 


COUNTRY 


CLASS 


SUB-CLASS 


TRANSLATION 




AL 












Yes 
No 




AM 












Yes 
No 




AN 












Yes 
No 




AO 












Yes 
No 




AP 












Yes 
No 


OTHER (Including Author, Title, Date, Pertinent Pages, etc.) 




AR 


3i 


Greenberg, P.D., "Adoptive T Cell Therapy of Tumors: Mechanisms Operative in the 
Recognition and Elimination of Tumor Cells/'y4rfv. Immunol 4P:281-355, Academic Press 
(1991) 




AS 


3i 


loannides, C.G., et aL, "T-Cell Recognition of Oncogene Products: A New Strategy for 
Immunotherapy," Mo/. Carcinog. d: 77-82, Wiley-Liss (1992) 




AT 


31 


Keogh, E., et al., "Identification of New Epitopes from Four Different Tumor-Associated 
Antigens: Recognition of Naturally Processed Epitopes Correlates with HLA-A*0201- 
Binding Affinity," J, Immunol 167:1%1'196, American Association of Immunologists (2001) 


EXAMINER DATE CONSIDERED 


EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to Applicant. 
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Filing Date 
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Art Unit 
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examiner 
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DOCUMENT NUMBER 


DATE 
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FILING DATE 
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FOREIGN PATENT DOCUMENTS 
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initial 




DOCUMENT NUMBER 


DATE 


COUNTRY 


CLASS 


SUB-CLASS 


TRANSLATION 




AL 
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AM 












Yes 
No 




AN 












Yes 
No 




AO 












Yes 
No 




AP 












Yes 
No 


OTHER (Including Author, Title, Date, Pertinent Pages, etc.) 




AR 


32 


Kono, K., et al., "Identification of HER2/neu-Derived Peptide Epitopes Recognized by 
Gastric Cancer-Specific Cytotoxic T Lymphocytes," Int. J. Cancer 75:202-208, Wiley-Liss, 
Inc. (October 1998) 




AS 


32 


Melief, C.J.M., and Kast, W.M., "Lessons from T Cell Responses to Virus Induced Tumours 
for Cancer Eradication in General," Cancer Surv, 75:81-99, Cold Spring Harbor Press (1992) 




AT 


22 


Dialog File 351, Accession No. 7180926, WPI English language abstract for EP 0 226 513 
Al (Document AM3) 


EXAMINER DATE CONSIDERED 


EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to Applicant. 
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Equivalent to Form 
PTO/SB/17{12-04) 
Approved for use through 07/31/2006. 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 



^ Effective onl 2/08/2004, 
Fees pursuent to the Consolidated /^propriations Act, 2005 (KR. 4818). 

FEE TRANSMITTAL 

For FY 2005 


Complete if Known ^ 


Application Number 


09/458,299 


Filing Date 


December 10, 1999 


First Named Inventor 


John D. FIKES 


Examiner Name 


DiBrino, M. 


1 1 Applicant claims small entity status. See 37 CFR 1.27 


Art Unit 


1644 


^OTAL AMOUNT OF PAYMENT ($) 180.00 


Attorney Docket No. 


2060.0140000/HCC/J-H J 



METHOD OF PAYMENT (check all that apply) 



Q Check S Credit Card CZI Money Order d] None 
I X I Deposit Account Deposit Account Number: 1 9-0036 



CU Other (please identify): 

Deposit Account Name: Sterne, Kessler, Goldstein & Fox P.L.L.C 



For the above-identified deposit account, the Director is hereby authorized to: (check ail that apply) 
I I Charge fee(s) indicated below Q Charge fee(s) indicated below, except for the filing fee 

S Charge any additional fee(s) or underpayments of fee(s) H^l credit any overpayments 
under 37 CFR 1.16 and 1.17 ' — ' 
WARNING: Information on this form may become public. Credit card infonnation should not be included on this form. Provide credit card 
infomnation and authorization on PTO-2038. 



FEE CALCULATION 



1. BASIC FILING, SEARCH, AND EXAMINATION FEES 



Application Type 



FILING FEES 

Small Entity 
Feeja Fee 



SEARCH FEES 

Small Entity 
Fee ($) Feel$} 



EXAMINATION FEES 
Small Entity 
EeeiSl Feel$) 



Fees Paid ($) 



Utility 


300 


150 


500 


250 


200 


100 


Design 


200 


100 


100 


50 


130 


65 


Plant 


200 


100 


300 


150 


160 


80 


Reissue 


300 


150 


500 


250 


600 


300 


Provisional 


200 


100 


0 


0 


0 


0 



2. EXCESS CLAIM FEES 
Fee Description 



Small Entity 
EeeiSl Fee ($) 



Each claim over 20 or, for Reissues, each claim over 20 and more than in the original patent 



50 



Each independent claim over 3 or, for Reissues, each independent claim more than in the original patent 200 



Multiple dependent claims 
Total Claims Extra Claims Fee ($) Fee Paid 

- 20 or HP = X = 

HP = highest number of total claims paid for, if greater than 20 
Indep. Claims Extra Claims Fee ($) 

-SorHP = X 



360 



25 
100 
180 



Multiple Dependent Claims 
Fee ($) Fee Paid ($) 



Fee Paid ($) 



HP = highest number of independent claims paid for, if greater than 3 
3. APPLICATION SIZE FEE 

If the specification and drawings exceed 100 sheets of paper, the application size fee due is $250 ($125 for small entity) 
for each additional 50 sheets or fraction thereof See 35 U.S.C. 41(a)(1)(G) and 37 CFR 1.16(s). 
Total Sheets Extra Sheets Number of each additional 50 or fraction thereof Fee ($) Fee Paid ($) 
- 1 00 = / 50 = (round up to a whole number) x = 



4. OTHER FEE(S) 

Non-English Specification, $ 1 30 fee (no small entity discount) 

Other: Information Disclosure Statement 



Fees Paid ($) 



180.00 



SUBMnTED BY 



Z 



Signature 



Registration No. 
(Attorney/Agent) 



36,688 



Telephone 



(202)371-2600 



Name (Print/Type) 



Eric K. Steffe 



Date 



This collection of information is required by 37 CFR 1 .136. The information is required to obtain or retain a benefit by the public which is to file (and by the 
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 30 minutes to complete, 
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments 
on the amount of time you require to complete this fonrn and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent 
and Trademark Office. U.S. Department of Commerce, P.O. Box 1450. Alexandria. VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS 
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 

/f you need assistance in completing the form, call 1'800-PTO-9199 and select option 2. 
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TRK^^^ IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re application of: Confirmation No.: 8698 

FJKES etal. Art Unit: 1644 

Appl. No.: 09/458,299 Examiner: DiBrino, M. 

Filed: December 10, 1999 Atty. Docket: 2060.0 140000/EKS/J-H 

For: Inducing Cellular Immune 
Responses to HER2/neu Using 
Peptide and Nucleic Acid 
Compositions 

Third Supplemental Information Disclosure Statement 
Under 37 C.F.R. § 1.97(c) 

Commissioner for Patents 
PO Box 1450 

Alexandria, VA 22313-1450 
Sir: 

Listed on accompanying Form PTO-1449 are documents that may be considered 
material to the examination of this application, in compliance with the duty of disclosure 
requirements of 37 C.F.R. §§ 1.56, 1.97 and 1.98. The numbering on this Third 
Supplemental Information Disclosure Statement is a continuation of the numbering in 
Applicants* Second Supplemental Information Disclosure Statement filed herewith. 

Where the publication date of a listed document does not provide a month of 
publication, the year of publication of the listed document is sufficiently earlier than the 
effective U.S. filing date and any foreign priority date so that the month of publication is 
not in issue. Applicants have listed publication dates on the attached PTO-1449 based on 
information presently available to the undersigned. However, the listed publication dates 
should not be constmed as an admission that the information was actually published on 
the date indicated. 
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Applicants reserve the right to establish the patentability of the claimed invention 

over any of the information provided herev^ith, and/or to prove that this information may 

not be prior art, and/or to prove that this information may not be enabling for the 

teachings purportedly offered. 

This statement should not be construed as a representation that a search has been 
made, or that information more material to the examination of the present patent 
application does not exist. The Examiner is specifically requested not to rely solely on 
the material submitted herewith. 

Applicants have checked the appropriate boxes below. 

|~| 1. Statement under 37 C.F.R. 1.704(d). Each item of information contained in this 
Information Disclosure Statement was cited in a communication from a foreign 
patent office in a counterpart application and this communication was not 
received by any individual designated in 37 C.F.R. § 1.56(c) more than thirty 
days prior to the filing of this information disclosure statement. 

□ 2. Filing under 37 C.F.R. § 1.97(b). This Information Disclosure Statement is being 
filed within three months of the date of filing of a national application other than 
a continued prosecution application (CPA), OR within three months of the date of 
entry of the national stage as set forth in 37 C.F.R. § 1.491 in an international 
application, OR before the mailing date of a first Office Action on the merits OR 
before the mailing of a first Office Action after the filing of a request for 
continued examination under 37 C.F.R. § 1.114. No statement or fee is required. 
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^ 3. Filing under 37 C.F.R. § 1.97(c). This Information Disclosure Statement is being 
filed more than three months after the U.S. filing date AND after the mailing date 
of the first Office Action on the merits, but before the mailing date of a Final 
Rejection, or Notice of Allowance, or an action that otherwise closes prosecution 
in the application. 

□ a. Statement under 37 C.F.R. § 1.97(e)(1). I hereby state that each item of 

information contained in this Information Disclosure Statement was first 
cited in any communication fi*om a foreign patent office in a coimterpart 
foreign application not more than three months prior to the filing of this 
Information Disclosure Statement. 37 C.F.R. § 1.97(e)(1). 

□ b. Statement under 37 C.F.R. § 1.97(e)(2). I hereby state that no item of 

information in this Information Disclosure Statement was cited in a 
communication fi-om a foreign patent office in a counterpart foreign 
application and, to my knowledge after making reasonable inquiry, was 
known to any individual designated in 37 C.F.R. § 1.56(c) more than 
three months prior to the filing of this Information Disclosure Statement. 
37 C.F.R. § 1.97(e)(2). 

^ c. Attached is our PTO-2038 Credit Card Payment Form in the amount of 
$180.00 in payment of the fee under 37 C.F.R. § 1.17(p). 

□ 4. Filing imder 37 C.F.R. § 1.97(d) This Information Disclosure Statement is being 
filed more than three months after the U.S. filing date and after the mailing date 
of a Final Rejection or Notice of Allowance, but before payment of the Issue Fee. 
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Enclosed find our PTO-2038 Credit Card Payment Form in the amount of 

$ in payment of the fee under 37 C.F.R. § 1 .17(p); in addition: 

I I a. Statement under 37 C.F.R. § 1.97(e)(1). I hereby state that each item of 
information contained in this Information Disclosure Statement was cited 
in a communication fi*om a foreign patent office in a counterpart foreign 
application not more than three months prior to the filing of this 
Information Disclosure Statement. 37 C.F.R. § 1.97(e)(1). 

□ b. Statement under 37 C.F.R. § 1.97(e)(2). I hereby state that no item of 
information in this Information Disclosure Statement was cited in a 
communication fi-om a foreign patent office in a counterpart foreign 
application and, to my knowledge after making reasonable inquiry, was 
known to any individual designated in 37 C.F.R. § 1.56(c) more than 
three months prior to the filing of this Information Disclosure Statement. 
37 C.F.R. § 1.97(e)(2). 

I I 5. The document(s) was/were cited in a search report by a foreign patent office in a 
counterpart foreign application. Submission of an English language version of 
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